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Information

» Please mute your microphone when you are not speaking

= We have dedicated Q&A sessions where questions will be addressed at the end of each presentation

» Please write your questions in the chat or raise your hand via Zoom.

= This course is recorded. The recording (excluding the Q&A session) will be published on the SCTO website after the course

» Feel free to turn off your camera during the presentations
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PROGRAMME AGENDA
ORDER  TOPIC TIME
01 Introduction to PPI, Sabine Rutti Roch 16:00
02 PPl in practice, Cindy Allenbach & Marie Méean 16:15
03 Break 16:45
04 'LAJ\rsaegtcj)lninformation for applicants, Caroline Kruger & Larisa 17-00
05 PPl in the IICT call & Clinical Research Centre (CRC) 1790

support, Sandra Kohlmaier

06 Q&A 17:40
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Objectives

« Understand the PPIl concept
« Translate PPI principles to your study/project
« Create a plan for PPI

« Recognise the value of Clinical Research Centres (CRCs) as a partner

* Apply the PPl requirements
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About us

Academic clinical research infrastructure of national importance

The SCTO provides all the services to plan, conduct and
analyse high-quality clinical research projects

Pathology-unspecific = all therapeutic fields

Supports all types of clinical research projects (clinical
trials and data-driven / interventional and observational
clinical research projects)

Services are provided by the seven Clinical Research
Centres (CRCs): 5 university hospitals, 2 cantonal
hospitals

Each CRC coordinates one of the eight SCTO

Platforms focusing on one key area of clinical research:

Auditing, Data Management, Education, Monitoring,
Project Management, Regulatory Affairs, Safety, and

CTC Ziirich

> _#\_DCRBem
e SCTO Executive Office

—E 3 CRC Lausanne
CRC Geneva

CTU-EOC Lugano
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SCTO Tools & Resources Navigator

Visit our website and discover the SCTO Tools & Resources Navigator: https://www.scto.ch/clinical-research-tools/

: . : e CLINICAL EDUCATION —
swiss clinical trial organisation RESEARGH & TRAINING PPI MENU = Search. Q
H . - i U,
Field: Category: X

Patient and public involvement (PPI) A Select a category A

Auditing Data Management Education & Training Publications
Education & Training Monitoring Quality Documents
Patient and public involvement (PPI) Project Management
Quality Management Regulatory Affairs
Safety Statistic and Methodology
All Fields

Q Search our Clinical Research Tools & Resources G Reset filters SEARCH TOOLS
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SCTO Resources

Course Finder

Visit the SCTO course finder to discover courses for clinical researchers: https://www.scto.ch/education-and-training/clinical-

research-training/

All Courses v Provider

COURSETITLE

Adverse Event-Reporting/ Safety-Training

Applied Statistics using R: Analysing
Medical Data

Bonnes Pratiques des Essais Cliniques
Niveau | - Investigateur

Bonnes Pratiques des Essais Cliniques
Niveau Il - Promoteur (présentiel)

CAS Biomedical Entrepreneurship

v Type

PROVIDER

Universitatsspital Zurich

DKF Basel

CRC Geneva

CRC Geneva

UniBE + sitem-insel

v Languagev & Clear

Sort by: 20 per page ¥

LENGTH LANG.
1 hour I (e
3 weeks f/: 2 ()
2 days I I ()
1day I I ()
2 semesters ;: 2 ()
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What is PPI?

Research being carried out ‘with’ or ‘by’ patients and members of the public rather than ‘to’, ‘about’ or ‘for’ them.

Definition from UK Health Research Authority (NHS)

-> No internationally harmonised definition yet

https://www.hra.nhs.uk/
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What is PPI?

Involvement

patients and members of the public are actively involved/engaged in clinical research projects as full partners

Participation

patients and members of the public take part in a clinical trial, usually by providing health data

Patients

as defined by EUPATI: the public in general, individual patients, patient organisation representatives, caregivers, patient
advocates, patient experts

» PPI contributor(s)
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Why should PPI be integrated into research (1)

Today’s research is tomorrow’s medicine/therapy

= Patients are directly affected by the outcome of clinical research. Therefore, they should have an influence on it =>
"nothing about us without us”

Patient empowerment
* PPl supports the empowerment of patients and addresses their right to have a voice in clinical research.

* [t increases their capacity to act on issues that they themselves define as important.

Accountability

* |t has the potential to democratise the research process and make clinical research more accountable.

Transparency

= Academic clinical research is financed by governmental/public funds. PPI can help to make the funding more
transparent.

10
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Why should PPI be integrated into research/study (2)

Relevance:

» |dentify research questions that matter most to patients/public
» Help prioritise research agenda

Recruitment/Retention

= Connect with appropriate patient community

= Advice on feasibility of study process
Relation/Transparency

» Disseminate study results to wider public

—The research is more likely to be designed and conducted in a way which is acceptable to the patient.

= Involving the right people well can help to produce research which respects the rights, safety, dignity and wellbeing of

participants.
11
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How to find your PPI contributor(s)?

Our recommendations:

= Align internally
» |dentify and contact relevant patient organisations

= Post a call for interest

Contact your local Clinical Research Centre (CRC)

» Contact the SCTO and ask for support (ppi@scto.ch)

12
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How to find your PPI contributor(s)?

Develop information material that
= Clearly explains your research project in lay language
= Describes the role of the PPI contributor(s)
= Specifies the knowledge/experience/skills your PPI contributor should bring

= Provides information about the amount of work/time required as well as on remuneration

13
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Possibilites for PPI

Evaluation

Evaluate the role and value of patient involvement

Transfer of knowledge to future research activities / \ Resea rc h Q uest | ons
f/ \ Identify relevant research questions or unmet medical needs
//,. ; — 4 01 -b,- . Prioritise r(?searc.h questions
000 B / ) I 4 Connect with patient groups
L, e \ ) N

Dissemination N
& Implementation

Help transcribe results into lay language
Identify target audience /
Support broader communication / —

/ RN ||

Data Analysis

Reflect on data interpretation from a patient’s perspective

Support for future research topics identification

/

Patient & Public

| Involvement in \ {f}/ Study Design & Fundin
\ Clinical Research ? 0 °

/ Propose outcome measures, relevant to patients

Support of patient-appropriate method development

Improve recruitment strategy

Le] (04— ~
O,/ Study Management

Advisory support throughout the study lifecycle

~— Help develop clear patient-facing material

14
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Clinical Researchers Patients and Public

« Improve the quality, relevance, and feasibility of your research by involving » Discover how to actively shape clinic
patients and patient representatives representative

« Benefit from their insights to address real needs and enhance recruitment, « Learn about opportunities to join stu¢
retention, and outcomes your perspective

« Access practical tools and training opportunities within the SCTO Network ¢ Explore SCTO Network training tailol
to support meaningful PPI public

« Explore examples from other organisations for inspiration and guidance « Access helpful resources to better u

» Find approaches that work for your context; there’s no one-size-fits-all dinical researchand b

model for PPI Bkt o 2

Read more =

':*ﬁ swiss clinical trial organisation

Resources for
Clinical
Researchers

CLINICAL RESEARCH EDUCATION & —
TOOLS TRAINING PP MENU

Search... Q

Implement PPl in Clinical Research

Make research more relevant and effective by involving patients and patient representatives. Their unique
perspectives help address real needs, improve recruitment and outcomes, and ensure feasibility. Our practical tools can
help researchers find the PPl approach that works best for the research project.

PPl Fact Sheet +
Guide for Researchers to Address PPI in Clinical Trials +
SCTO Remuneration Policy for PPI Activities ~+
Participation Request for PPI Activities Template +
Written Agreement for PPI Activities Template +
Planning, Tracking, and Evaluating PPI Activities Template +

Online Webinar | SNSF IICT 2026 application: How to successfully
address the PPl requirements

15
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SCTO PPI Resources

PPl resources (1)

FACT SHEET

Patient and public involvement (PPI)

Patient aad puble invelvamant (PP1) in dinical research can be defined as resasech carvind out with or by patients
wnd mambars of the public rather thim 19, sbout, or for tham. ' This sasnt that patients sed members of the peble
become sctivaly involved in shaping the goals, detign, snd avalustion of resesrch prajects by sharing their spachic

xperience with 3 dizesse.

What is conmidered patient and public

Involvement (PPI) » cal research

Examples of PP inchude [but are not bmited 10}

= uting patient input to idently research priorities
determining patiers rebevant dirical sndpoints
Inchiding paments/members of the public in 3 retearch
POt afvhiary o steering group

- wiking patienti/members of the peblic to comment on
wnd deveiop patiert nformarion Seaflets o other
research materisd

~ having patientsimembers of the public suppont the
dasemination and publcation of Wwedy ressits

This & e SCTO's undesstanding of PPL Theve & no
Nt rreerined betmnchogy for the conept yet. so dferent
et can be found. While the Serm potient and publc
Involvement Iy consitently wied In the UK, the terms
patient focused  drvg  development  sad  potiest
Engogement e mare tammonly waed W the US and
[

What i3 notf considered patient and public
Involvement (PP} = clnical research

Taking part in & cinical study a5 & study participent ks nat
considered PRI, In Wi rele, the patient participates i
research but does mot sctively shape it

Definvtion of terms

Invelvement: patients and members of the public ame
thvaly imrvebved/engaged i (e ol researih opedts 4
il partners

" INVOAVE (20121 Brartimg soten for revesrthen wchving the pebie m N, sl Mawth s 30cw Lo revemrh

)

! Gt ot

TN) Vehrs wstonebed wih o Imunbermeend = haalih sk sl (08 rEseRi A st rrvew HeeAd Capertetes

Ry ABOUE LY WSS Ut DmatAry (g rimon and [mocwerment Cmtiand
X e 1 o et and e e rharrnred o #e et e e | W A Tyyhemale e e e ey

Participation: patierts and members of the pubdc tabe
port in & chrvical triad, ussally by providing heslth dats

Why PPl theold be integrated into chnical

research

Patients can oMer & wniqoe peripective on resesrch
Theough thed experience with & disexse of condition
Patients know best what matters mou 10 them. By tharing
This speific inowledge., they can costriene o the quasty,
sppropeimencss, relevence. and credibidty of chinicsd
vesearch” Faom an ethical point of view, sne Can Mgue
that patients hould have an influmnce on rewsarch that
affects them, slong the lines of Hhe mattn “sathing sbeut
wi withaut ws”. Theve is evidence that PPI leads t more
tealssic etimates of actuslly sweded recruitment rates
and can improve e enrciment retes In clinkcal triah.*
Researchers who receive public funding for their projects
e s cortable 10 the public

fer In the end. todey’s chnieal resesrch in tomecrow’s
meticne

As part of I nvestigetes-initisted dlinical trials (9CT)
peogramme. the Swiss Natisnal Seiente Fowndation
{SNSP) 1 requesting spplicants 8o document thek efforts
and plens to  actively involve patients, patient
organisations, members of ther ftamby, caceghvers, and
the public In the design and delivery of thel resesndh
projects. PP represeniatives see menders of the

ity # Cadormam Freis

PP% Fact Shaet. Aped 2024 7 page 1 of )

°
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Guide for researchers to address patient and public
involvement (PPI) in clinical trials

1. Objective and scope

is guide should be read in conjunction with the SCTO's PPI Fact Sheet.! wiich explaing the overall
concept of patient and public involvement (PPI). its benefits and challenges. and how It can be
Incorporated in dinical trials

The objective of this guide is to support you as a researcher to identify opportunities within your clinical
rrial that can inspire effective and meaningful PP1 when you start planning your project and apply for
potential funding This guide Is not intended to serve as comgprehensive guidance on how to perform PPL

Patsents can offer a unique perspective on research, Through their experience with s disease or condition,
patients and patient representatives know best which aspects are most relevant to thesa. By sharing this
cific kmowledge, they can contribute to the quality, feasibility, rel e, and credibility of chinical
research. lsaportantly, this can have an effect on the recruitment and retention and hence the success of
the trial. From an ethical point of view, one can argue that patients should have an Infleence on research
that affects them, In line with the motto “sething about us withous u”

There is no one-size-fits-all approach to PPL The level of invelvement and the methods you choose may
differ depending on the characteristics of your clinical trial The points below are meant to serve as
recommendations and as a starting point for your considerations on what fits best with your clisical
trial

In section 7 "Potential pitfalls”, you will find some concrete examples of insufficient PPI statements
Suggestions are provided om how they can be improved It s Important that you provide justified reasons
when soasething Is not feasible within your specific clinbeal trial

Mease note that for reasons of stmplicity, the term “patient representatives” is ured throughout this document.
pat ) egivers. patient organisations, patient experes, pat
advocates, and the p

and # encom « patient rei

at large.

* Avallable ve the

1965 PP1 Guicte for Resaarchars, 8 Juy 2021, Vi

Fact Sheet

v" overall concept of PPI

v benefit and challenges

v how it can be incorporated in clinical trials

Guide for researchers to address PPl in
clinical trials

v Objective: support researchers to identif
PPl opportunities that inspire effective an
meaningful involvement of patients

16
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SCTO PPI Resources

SCTO Remuneration Policy

1 Intreduction
2  Objective and scope

3 Definition of tarms
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SCTO Remuneration Policy for PPI Activities

« To implement PPI in a sustainable way, the SCTO commits to

remunerate PPl contributors

v Policy outlines SCTO’s commitment for reimbursement
(travel, accommodation) and compensation (PPI activities)

v" Fair financial compensation informed by the principles of

equity

v Blended model approach based on two criteria

v" level of involvement

v" skills/capacities needed for PPI activity

available in DE, FR, EN

17
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Blended compensation model

Level of involvement Skills and competencies
: needed*
Leadership:
Take over or lead specific parts of the
project/initiative
)
: L : ™ Inter- L
Joint decision-making: %] mediate £
contribute at decision-making level c o -~
- @ Q X o
£ o 2 |2 =
. + .
Advice: e ] ] S £
. . £ o Q. bo ]
respond to specific questions; < ™ X ) =
provide general advice e " E —=
Low § qE, _g g
S (8 |8 |E
Information: provide information s |2 |s 9

18
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